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DETAILED ACTION 

Applicants are advised, in future correspondence with the office, to reflect the change of 
examiners from SRIRAM KASTURI to SEAN BASQUILL. 



Previous Rejections 

1 . Applicants' arguments, filed 27 October 2008, have been fully considered. Rejections 
and/or objections not reiterated from previous office actions are hereby withdrawn. The 
following rejections and/or objections are either reiterated or newly applied. They constitute the 
complete set presently being applied to the instant application. 



Status of Claims 

2. The Claim amendments filed 27 October 2008 have been entered, resulting in the 
cancellation of Claims 13 and 14. Claims 1-12 are presented for examination. 



Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included in this action can be found in a 
prior Office action. 

3. Claims 1-12 stand rejected under 35 U.S.C. 102(b) as being anticipated by U.S. Patent 
5,1 16,868 ("Chen") as put forth in the previous action. 

The current examiner would like to clarify a few matters of claim interpretation. The 
examiner notes that the clause "and is used to treat tear abnormality," and language dependent 
from it neither requires steps to be performed, nor limits the claim to a particular structure. 
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MPEP § 21 1 1 .04 This language simply recites an intended use of the claimed compound. This 
language is therefore of no significance to construction of the claims. See MPEP § 21 1 1 .02 
(indicating preamble language reciting intended use of a claimed invention is of no significance 
in claim construction). Claim 1 and all dependent from it therefore recite nothing more than a 
composition "which comprises 3-hydroxybutyric acid and/or salts thereof as active ingredients." 
Also, the examiner notes that the phrase "tear abnormality" as used in instant Claim 12 has not 
been clearly, deliberately, and precisely defined by the applicants in their disclosure as required 
to "serve as their own lexicographer." MPEP § 21 1 1 .01 (IV). The phrase "tear abnormality" will 
therefore be interpreted broadly, encompassing any alteration in the quantity, type, or quality of 
tear production including any variation from what would be considered a "normal" condition of 
the surface of the eye, including dry eye. 

Turning to applicants' arguments, the examiner has reviewed them and found them 
unpersuasive. Chen clearly discloses an ophthalmic solution comprising beta-hydroxybutyrate at 
lOmM concentration. Moreover, given the only component in the instantly claimed composition 
is 3-hydroxybutyric acid and/or salts thereof, it is the examiner's position that the composition 
described by Chen inherently possesses all the properties recited by instant Claims 1-9 and 12. 

4. Claims 1-12 stand rejected under 35 U.S.C. 102(b) as being anticipated by U.S. Patent 
6,495,598 ("Yoneda") as put forth in the previous action. 

The examiner reiterates his interpretation of instant Claims 1-12 as put forth above. The 
examiner has reviewed the applicants' arguments and found them unpersuasive. Yoneda clearly 
discloses an ophthalmic solution comprising D-3-hydroxybutyric acid at 20mM concentration. 
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Moreover, given the only component in the instantly claimed composition is 3-hydroxybutyric 
acid and/or salts thereof, it is the examiner's position that the composition described by Yoneda 
inherently possesses all the properties recited by instant Claims 1-9 and 12. 

5. Claims 1-1 1 stand rejected under 35 U.S.C. 102(b) as being anticipated by Japanese 
Patent Application Publication JP03-3 13 123 ("Tomoko") as put forth in the previous action. 

The examiner reiterates his interpretation of instant Claims 1-11 as put forth above. The 
examiner has reviewed the applicants' arguments and found them unpersuasive. Tomoko clearly 
discloses an ophthalmic solution comprising 3-hydroxybutyric acid at a concentration of between 
0.5-500mM. Moreover, given the only component in the instantly claimed composition is 3- 
hydroxybutyric acid and/or salts thereof, it is the examiner's position that the composition 
described by Tomoko inherently possesses all the properties recited by instant Claims 1-9. 

Technological Background Material 

The following prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Julie M. Albietz, et al, Chronic Dry Eye and Regression After Laser in 
situ Keratomileusis for Myopia, 30 J. Cataract Refract. Surg. 675 (March 2004) discloses 
that ocular surgeries such as LASIK can cause sustained dysfunction of the lachrymal gland, 
resulting in chronic dry eye. (Pg. 675). This indicates that ocular surgery may result in tear 
abnormality as encompassed by the instant claims. 
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Conclusion 

No Claims are allowable. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sean Basquill whose telephone number is (571) 270-5862. The 
examiner can normally be reached on Monday through Thursday, between 8AM and 6PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick Krass can be reached on (571) 272-0580. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Sean Basquill 
Art Unit 1612 

/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



